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MELTING MINUTES

Dats: Novembex §, 1998 Tirwe: 2:00 - 3:30 PM Losatieg: WOCH, Conf Rm. |
Topic: Dockst sumber 36P-0311/CP1

External Partislpaat: wyab-wumu

FDA Lead: Janet Woodcoek, MLD. ~ Exterasl Pasticipant Lead: Nancy L. Bue
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FDA

Janet Woodcock. bl.D Dirwstor, Center for Drug Evalustion snd Resesrch (HFD-001)

Jane Axelrad, Associate Direstor for Policy (HFD-00%)

Lisa Rasick, M D., Director, Division of Reproductive snd Urologic Drug Products (HFD-580)
Yuat-yuan Chiu, Ph.D., Deputy Director, Office of New Drug Chemistry (HFD-300)

Carol Drew, Rogulatory Counsel (HFD-007)

David Horowitz, Atorney, Office of Chief Counse! (GCF-1)

Donna Katz, Attoragy, Otfice of Chief Counsel (GCF-1)

Exterusl Participasts:

Representing Wyeth-Ayerst Labaratories (W-A), Division of Americsn Rome Products
Corporation (ARP);

Raobert A. Essner, Executive Vics President, AHP

Joseph M. Mshady, President, W-A, North America

Marily H. Riudy, Vics President, Public Affairs, AHP

M’Ch‘el Sv w: n.n.. m‘s ES! Ladarle

Heidi Huntsr, Vice Prosident, Women's Health Care, W-A

Michast P. Peakos, Assistant Genorsl Counse), Reguiatory Affairs, AHP

Justia R. Victona. Vies President Worldwide Regulatory Alfuivs, Wysth-Ayerst
Donald Q. Beers, Amold and Porter

Nancy L. Buc, Buc snd Beardsley

Jane E. Baluss, Buc and Beardsley

Mecting Objective:
To listen to Wysth-Ayerst's reasoning in support of their citizen petition fled on May 12, 1998,
docket number 98P-0311/CP1.

Backgreuad:
Wyeth. Ayerst raquested a moeting in support of thair citizen petition that FDA deny spproval of
any new drug spplication for a mixture of Ave of the estrogens found in Premarin

Discutsios:

The pressmation tracked W-A’s citizen petition and presentad reasons why CDER should r.ot
approve s synihetic conjugated esogens mixwure. The reasons presenied againgt approval
covered primarily the points W-A raised in thewr citizen patition, in¢luding safety and
effectiveness issues, the current USP monograph, naming isswes, and marketing issues. They slso
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prencutod recent date concepniag the progress of charecterizing Premerin. AT the md of dsir
preveniation there was an opportunity for FDA persounel to sk quastious. '

Nuymmwm&omm

v FDA should not look to the DES] aotics on Premaria 10 spprove a
synshetis CE mixture,

. The manufecthaer of any synthetic conjugated extrogens mixturs should
a0t be allowed 10 Jook to Fremarin for safety and effactiveness dats.
(Ms. Bue reforred to the July 1993 Advisery Committes tnemorandon
and the May $, 1997, CDER memorandumn o support her arguments.)
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. It would be coafusing/misieading 1o call any such syntheric product
“conjugmed estrogens”.
Michae! Dey, focusing on Wyeth-Ayerst's progress on the characterization of Premarin, provided
te following infoamnation:
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. W-A had »0 clinias] dass on axy of thess sewty fhund sersidal”
componsuts individually or i soms cernbination.

. Beotwesa 23 and 50 peaple are working ou the characterizstion issue &8
any gives trns. v

Mr. Doy also emphasized S nadequacy of the current USP monograph and stwied W-A's
position it the current monograph should be withdrawn or revised.

Decinions Resched:

No decisions were resched. After the presentations. Dr. Woodcock touched on the possibility of
NIH becoming iovoltved in clinical issues rolated 1o Premasin. One FDA attendos 3sked how
long it would taks te chayscterize Premarin, which W-A referred 1o 85 2 multiysar process. At
the conclusion of the messing. Dr. Woodcoek emphasized that all the materials Wyeth-Ayerst
provided foc the mesting and in tieir citizen petition would be considered in CDER's dacision-
making process.

R Willimns, MD.
R Hassall

D. Meors
HFD-7/Pstidon Fils
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Prepared by: Riaasall, HYD-600: 11/17/98, 12/10/9%
Raviewsd wmnd rovised: Chvew, HFD-7: 1211498, 1/6/99
Edited: OPrisgialt, HFD-7: 121798 =

Comments: JAxelrad, RFD-$: 12/2298

Cornments: LRarick. HFD-580: 11/19/98, 1/3/99
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